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(7) All correspondence and written
summaries of oral discussions between
FDA and the applicant relating to the
application, under the provisions of
part 20.

(8) All records showing the testing of
an action on a particular lot of a cer-
tifiable antibiotic by FDA.

(f) All safety and effectiveness data
and information which have been sub-
mitted in an application and which
have not previously been disclosed to
the public are available to the public,
upon request, at the time any one of
the following events occurs unless ex-
traordinary circumstances are shown:

(1) No work is being or will be under-
taken to have the application ap-
proved.

(2) A final determination is made
that the application is not approvable
and all legal appeals have been ex-
hausted.

(3) Approval of the application is
withdrawn and all legal appeals have
been exhausted.

(4) A final determination has been
made that the drug is not a new drug.

(5) For applications submitted under
section 505(b) of the act, the effective
date of the approval of the first abbre-
viated application submitted under
section 505(j) of the act which refers to
such drug, or the date on which the ap-
proval of an abbreviated application
under section 505(j) of the act which re-
fers to such drug could be made effec-
tive if such an abbreviated application
had been submitted.

(6) For applications or abbreviated
applications submitted under sections
505(j), 506, and 507 of the act, when FDA
sends an approval letter to the appli-
cant.

(g) The following data and informa-
tion in an application or abbreviated
application are not available for public
disclosure unless they have been pre-
viously disclosed to the public as set
forth in § 20.81 of this chapter or they
relate to a product or ingredient that
has been abandoned and they do not
represent a trade secret or confidential
commercial or financial information
under § 20.61 of this chapter:

(1) Manufacturing methods or proc-
esses, including quality control proce-
dures.

(2) Production, sales distribution,
and similar data and information, ex-
cept that any compilation of that data
and information aggregated and pre-
pared in a way that does not reveal
data or information which is not avail-
able for public disclosure under this
provision is available for public disclo-
sure.

(3) Quantitative or semiquantitative
formulas.

(h) The compilations of information
specified in § 20.117 are available for
public disclosure.

[50 FR 7493, Feb. 22, 1985, as amended at 50
FR 21238, May 23, 1985; 55 FR 11580, Mar. 29,
1990; 57 FR 17996, Apr. 28, 1992; 61 FR 51530,
Oct. 2, 1996]

§ 314.440 Addresses for applications
and abbreviated applications.

(a) Applicants shall send applica-
tions, abbreviated applications, and
other correspondence relating to mat-
ters covered by this part, except for
products listed in paragraph (b) of this
section, to the Center for Drug Evalua-
tion and Research, Food and Drug Ad-
ministration, 5600 Fishers Lane, Rock-
ville, MD 20857, and directed to the ap-
propriate office identified below:

(1) Except as provided in paragraph
(a)(4) of this section, an application
under § 314.50 or § 314.54 submitted for
filing should be directed to the Docu-
ment and Records Section, 12420 Park-
lawn Dr., Rockville, MD 20852. Appli-
cants may obtain folders for binding
applications from the Consolidated
Forms and Publications Distribution
Center, Washington Commerce Center,
3222 Hubbard Rd., Landover, MD 20785.
After FDA has filed the application,
the agency will inform the applicant
which division is responsible for the ap-
plication. Amendments, supplements,
resubmissions, requests for waivers,
and other correspondence about an ap-
plication that has been filed should be
directed to the appropriate division.

(2) Except as provided in paragraph
(a)(4) of this section, an abbreviated ap-
plication under § 314.94, and amend-
ments, supplements, and resubmissions
should be directed to the Office of Ge-
neric Drugs (HFD–600), Center for Drug
Evaluation and Research, Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857. Items sent
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by parcel post or overnight courier
service should be directed to the Office
of Generic Drugs (HFD–600), Center for
Drug Evaluation and Research, Food
and Drug Administration, Metro Park
North II, 7500 Standish Place, rm. 150,
Rockville, MD 20855. Correspondence
not associated with an application
should be addressed specifically to the
intended office or division and to the
person as follows: Center for Drug
Evaluation and Research, Food and
Drug Administration, Attn: [insert
name of person], MPN II, HFD–[insert
mail code of office or division], 5600 Fish-
ers Lane, Rockville, MD 20857. The
mail code for the Office of Generic
Drugs is HFD–600, the mail code for the
Division of Chemistry is HFD–630, and
the mail code for the Division of Bio-
equivalence is HFD–650.

(3) A request for an opportunity for a
hearing under § 314.110 or § 314.120 on
the question of whether there are
grounds for denying approval of an ap-
plication, except an application under
paragraph (b) of this section, should be
directed to the Associate Director for
Policy (HFD–5).

(4) The field copy of an application,
an abbreviated application, amend-
ments, supplements, resubmissions, re-
quests for waivers, and other cor-
respondence about an application and
an abbreviated application shall be
sent to the applicant’s home FDA dis-
trict office, except that a foreign appli-
cant shall send the field copy to the ap-
propriate address identified in para-
graphs (a)(1) and (a)(2) of this section.

(b) Applicants shall send applications
and other correspondence relating to
matters covered by this part for the
drug products listed below to the Divi-
sion of Product Certification (HFB–
240), Center for Biologics Evaluation
and Research, Food and Drug Adminis-
tration, 8800 Rockville Pike, Bethesda,
MD 20892, except applicants shall send
a request for an opportunity for a hear-
ing under § 314.110 or § 314.120 on the
question of whether there are grounds
for denying approval of an application
to the Director, Center for Biologics
Evaluation and Research (HFB–1), at
the same address.

(1) Ingredients packaged together
with containers intended for the collec-

tion, processing, or storage of blood
and blood components.

(2) Urokinase products.
(3) Plasma volume expanders and hy-

droxyethyl starch for leukapheresis.

[50 FR 7493, Feb. 22, 1985, as amended at 50
FR 21238, May 23, 1985; 55 FR 11581, Mar. 29,
1990; 57 FR 17997, Apr. 28, 1992; 58 FR 47352,
Sept. 8, 1993; 62 FR 43639, Aug. 15, 1997]

§ 314.445 Guidelines.

(a) The Food and Drug Administra-
tion prepares guidelines under § 10.90(b)
to help persons comply with require-
ments in this part.

(b) The Center for Drug Evaluation
and Research will maintain and make
publicly available a list of guidelines
that apply to the Center’s regulations.
The list states how a person can obtain
a copy of each guideline. A request for
a copy of the list should be directed to
the CDER Executive Secretariat Staff
(HFD–8), Center for Drug Evaluation
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville,
MD 20857.

[50 FR 7493, Feb. 22, 1985, as amended at 55
FR 11581, Mar. 29, 1990; 56 FR 3776, Jan. 31,
1991]

Subpart H—Accelerated Approval
of New Drugs for Serious or
Life-Threatening Illnesses

SOURCE: 57 FR 58958, Dec. 11, 1992, unless
otherwise noted.

§ 314.500 Scope.

This subpart applies to certain new
drug and antibiotic products that have
been studied for their safety and effec-
tiveness in treating serious or life-
threatening illnesses and that provide
meaningful therapeutic benefit to pa-
tients over existing treatments (e.g.,
ability to treat patients unresponsive
to, or intolerant of, available therapy,
or improved patient response over
available therapy).

§ 314.510 Approval based on a surro-
gate endpoint or on an effect on a
clinical endpoint other than sur-
vival or irreversible morbidity.

FDA may grant marketing approval
for a new drug product on the basis of
adequate and well-controlled clinical
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